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— The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 


A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 

WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)^ Responsive to communication(s) filed on 22 September 2006 . 
2a)E3 This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) [x] Claim(s) 11-31 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) IEl Claim(s) 11-31 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)Q accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .D Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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Art Unit: 3763 

DETAILED ACTION 
Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 1 1-30 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply with 
the written description requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to reasonably convey to one skilled in the relevant 
art that the inventor(s), at the time the application was filed, had possession of the claimed 
invention. 

Specifically, the application does not set forth the claimed recitations of "a lancer 
removably mounted in said housing " in claim 1 and " a second compartment adapted to 
removably receive and store a lancer " in claim 24. [Emphasis added] While claim language is 
viewed broadly and the specification is looked to in order to further understand the claims, the 
instant disclosure does not establish that the lancer is "mounted in the housing" or "a second 
compartment on the housing to removably receive and store a lancer". 

In the Remarks section of the correspondence received on 3/14/2002, Applicant tries to 
assert that locking means 31 are a pair of hooks that are received in the housing. Locking means 
(31) are taught in the specification but are never further described to include hooks or any other 
structure. Additionally, the figures provide no further information regarding the locking means 
(31). The figures show element 31 as a quadrilateral shape, however one cannot tell if this 
structure extends from the lancer or is a recessed space (opening) that another member would 
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insert into. Furthermore, the quadrilateral shape could depict a "black box" element that depicts 
an entirely different intended structure. 

Also, no reference to a compartment, or any similar language, that receives the lancer can 
be found in the specification. Additionally, the figures do not depict a compartment structure for 
receiving and storing the lancer. Conversely, the pictures more correctly show a concave portion 
on the lancer (surface with locking means 3 1 : fig 3) that receives the housing (30). If anything, 
the specification sets forth and establishes the lancet receiving the housing in the concave portion 
of the lancet. See figure 3. 

Claim Rejections - 35 USC §103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claim 31 is rejected under 35 U.S.C. 103(a) as being unpatentable over Castellano et al 
(USPN 5,728,074). Castellano discloses a housing (400), a monitor (442) integrally disposed in 
the housing, a medication delivery pen (22: see fig 25c), and a lancer (424) removeably secured 
to the housing. See figure 25a and 19:18-20:39. Castellano fails to include the delivery pen 
being removably mounted in the housing. 

However, at the time of the invention, it would have been obvious to make the pen 
removeable from the housing. Making the pen removable is supported by the court and by 
common knowledge in the art. 
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The court has held that if making a component of a device removeable were desired then 
it would be obvious to make it so for that reason. In re Dulberg, 289 F.2d 522, 523, 129 USPQ 
348, 349 (CCPA 1961) (The claimed structure, a lipstick holder with a removable cap, was fully 
met by the prior art except that in the prior art the cap is "press fitted" and therefore not manually 
removable. The court held that "if it were considered desirable for any reason to obtain access to 
the end of [the prior art's] holder to which the cap is applied, it would be obvious to make the 
cap removable for that purpose."). See M.P.E.P. 2144.04. In the instant case, one would desire 
removing the pen of Castellano upon failure of the pen to function while the rest of the system 
was still usable with the desire to replace the pen. 

Response to Arguments 

Applicant's arguments filed 9/22/06 have been fully considered but they are not 
persuasive. 

Applicant argues that one skilled in the art would conclude and understand, given the 
specification, drawings and Lav Declaration, the drawings and specifically element 31 to depict a 
hook. The main evidence for this conclusion is that element 31 is drawn as a complex shape, i.e. 
a three dimensional shape and not a simple rectangle. Since element 31 is not a simple rectangle, 
applicant argues that one skilled in the art would not understand element 3 1 to be a "black box". 
Furthermore, applicant asserts that one skilled in the art would not interpret element 3 1 to be a 
magnet because of its complex shape. Finally, applicant states that, given the Lav Declaration 
one skilled in the art would clearly understand the drawings, specifically element 31, to depict a 
hook. 
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In response, the specification, drawings and the Lav Declaration do not establish that one 
skilled in the art would clearly conclude that element 31 is a hook. Even if one skilled in the art 
were to understand element 3 1 to not be a "black box", there is no reason provided in the 
specification, drawings and Lav Declaration to assume that one skilled in the art would clearly 
understand element 3 1 to be a hook. 

Applicant argues that element 31 is a complex shape. However, element 31 is quite 
simply shown from an isometric drawing view as a polyhedron. One skilled in the art would find 
this shape a simple 3 -dimensional shape and could represent a multitude of locking structures 
including such things as a rectangular magnet or snap. 

The Lav Declaration does not provide persuasive evidence that element 31 would be 
clearly understood by one skilled in the art to be a hook. The Declaration asserts that in order to 
lock two components together there must be mechanical engagement between the two 
components and therefore, the locking means 3 1 must include hooks or other such locking 
elements. The Declaration then goes on to explain why the hooks would be placed on the 
concave surface. 

In response, mechanical engagement does not clearly set forth a hook structure that 
would be inserted in or into another element. For instance, many locking mechanisms include 
snaps, barbs and tongue and grooves that have protruding structures on both elements to be 
locked together. Furthermore, a hook does not necessitate an opening on its complementary 
surface. 
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In response to applicant's argument that the examiner's conclusion of obviousness is 
based upon improper hindsight reasoning, it must be recognized that any judgment on 
obviousness is in a sense necessarily a reconstruction based upon hindsight reasoning. But so 
long as it takes into account only knowledge which was within the level of ordinary skill at the 
time the claimed invention was made, and does not include knowledge gleaned only from the 
applicant's disclosure, such a reconstruction is proper. See In re McLaughlin, 443 F.2d 1392, 
170 USPQ 209 (CCPA 1971). In this instance, being able to replace a defective element of a 
multi-element system is a well understood concept by one skilled in this art and in general 
knowledge. 

It is noted that applicant still has not addressed the 112 rejection regarding the claim 
language of "a compartment". 

Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
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however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Catherine S. Williams whose telephone number is 571-272-4970. 
The examiner can normally be reached on Monday - Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nicholas D. Lucchesi can be reached on 571-272-4977. The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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PRIMARY EXAMINER 


Catherine S. Williams 
December 9, 2006 


